Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Keddy's Labcratories Lig
Formulation Unit-6

Vill. Kholi, Maiagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A

Tel: +91 68168 E€001-02

www.arreadvs.com

CEPTUDOUKAT AHAJIU3A

|Product : Ibuclin, film-coated tablets 400 mg + 325 mg

N6ykauu®, TabaeTku, NOKPBITHIE M1eHOYHOIT 060104K0MH, 400mr + 325mr

Batch No / Cepua Ne : V2201641

Batch Quantity / Oobem maptuu : 776.0Kg

040001622174, 890001608383

Analytical Report No / AHanuTH4eckuii oT4yer Ne :

Date of Analysis / JlaTa anaiu3za: 17.08.2022

Date of Manufacture / JlaTa npousBoacrsa : Jul-2022

Date of Expiry / Cpok rogsoctu :Jun-2027

Analysis performed according ND / Ananu3 nposegen nmo HJI: ITN011252/01-110717 (amend Ne 1 from
106.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S. Test Result Specification
No
1 |Description / Onucanue |Capsule-like orange-coloured|Capsule-like orange-coloured film-

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetku KancynosmgHowu
hopmbl, noxpbIThIE
nreHo4YHol obonoykon
OpPaHXeBOro LgeTa, ¢ pUCKomn
Ha OOHOW CTOpPOHe;, Ha

nonepeyYyHom paspese — A4po
Oernoro upeTa

coated one-side scored tablets;
on cross section- white to off-white
core [/ Tabnetkn kancyroBuAHOMN
dopmbl,  NOKpbITbIE  NNEHOYHON
o6onoYkol opaHxeBoro ugera, C
pUCKOA Ha OAHOW CTOpOHE; Ha
nornepeYyHoM  paspese A4p0
Benoro unu noytn benoro yeeTa

Remarks : The Product conforms to ND/
ITpumeuanue: [IponykT cootBercTBYyeT TpeboBaHusm HJL

Opinion : APPROVED
3akurouenne: OJOBPEHO

Prepared by /
IloaroroseHo:

Checked by /
[TpoeepeHo: Ramakant

S

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoautens :Amit Kumar

£

Ankit /A
Print Date:

Jara: 17.08.2022

Print Date:
Jara:17.08.2022

Print Date:

Hara: 17.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L851Y5AP1984PLCO0A507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 ng
HoykaAuH®, TabaeTki, NOKPLIThIe MIeH04YHOil 000104K0Il, 400Mr + 325mr

Batch No / Cepusa Ne : V2201641

Batch Quantity / Oobem naptun : 776 .0Kg

Analytical Report No / Ananuruuecknii oruer Ne :
040001622174, 890001608383

Date of Analysis / Jlata anamsa: 17.08.2022

Date of Manufacture / JIata npoussoactsa : Jul-2022

Date of Expiry / Cpok roanoctn :Jun-2027

Analysis performed according ND / Ananns nposenes no HJI: T1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, H3m. Ne 2 ot 23.09.2019)

2 [dentification /
NopgnnHHOCTL

a) Complies as prescribed/
B cootBeTCcTBUA C
onmncaHmem

The retention time of the main peaks
on the chromatogram of the test
solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa yaepxmBaHua OCHOBHbIX
MUKOB Ha Xpomartorpammve
MCNbITyEMOro  pacTBopa  [OSKHbI
COOTBETCTBOBATH BpPEMEHam
yoepXuBaHns NnKoB Ha
Xpomarorpamme pacTeopa
cTaHAapTHbIX obpasuos
nbynpocpeHa U1 napaueramona
(pasgen «KonuyectseHHoe
onpepeneHne»)

3 |Average weight and
mass uniformity /
CpegHsis macca 1
OAHOPOAHOCTbL MO
mMacce

962.8mg

Complies /cooTBETCTBUU C

9409 mg to 9991 mg|
(970,0 mg + 3,0 %) /
Or 940,9 wmr pgo

(970,0 mr + 3,0 %)

9991 wmr

18/20 tablets — NMT + 5% /
18/20 TabneTok — He bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTtok — He bonee £ 10 %

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoaykt cootBercTByeT Tpebosanusam HJ

Opinion : APPROVED
Zaxawyenue: OJOBPEHO

Prepared by /
IMoarorosneHo:
Ankit

Checked by /
[TporepeHo: Ramakant

v

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
PykosoauTens :Amit Kumar

i[\ﬁ;'

Print Date:
Hata: 17.08.2022

Print Date:
Hata:17.08.2022

Print Date:
Hara: 17.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderzbad - 5043024, Telanzana, indin
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddy: com

CIN: L85195AP1984PLCOOAS0Y
www.drreddys.com




Dr.Reddy’s ":‘.

Dr. reddv's Laseraiones Lo
Sormuiation Untt-5

Yill. Khoi, Nalagari Road, Baddii,
Distt. Solan, H.P., 173 205, INDIA
Tal 1 +61 28166 56001-07

CERTIFICATE OF ANALYSIS

www.arredays.ccm

CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg

N6ykaun®, TabaeTKy, MOKPbITbIE NIeHOYHOI 000104K0i1, 400mr + 325mr

Batch No / Cepus Ne : V2201641 Batch Quantity / O6bem naptuu : 776.0Kg

040001622174, 890001608383

Analytical Report No / AHanuTuueckuii oryer No : Date of Analysis / /laTa ananusa: 17.08.2022

Date of Manufacture / JlaTa npounspgojacrsa : Jul-2022 Date of Expiry / Cpok rogHoctH :Jun-2027

Analysis performed according ND / Ananus npoegen no HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. No 2 01 23.09.2019)

98% - 102%

4 |Disintegration / 10 minutes 55 seconds Not more than 30 minutes /
PacnagaemocTs He 6onee 30 MuH

5 |Dissolution / 98% - 101% NLT 70% (Q) CisH1s02 (lbuprofen)
PacTBopeHue dissolved in 30 minutes /

He wmerHee 70 % (Q) CiaH102
(néynpodpeH) yepes 30 MuH

NLT 70% Q) CsHgNO
(Paracetamol) dissolved in 30
minutes /

He menHee 70 % (Q) CsHoNO:
(napauetamon) yepes 30 MyH

6 |Related substances/ 0.03%
PoncreeHHbIe npumecn

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodeHa — He Gornee 1,0 %

0.0002% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (Nprumech
napauetamona) — He 6onee 0,005%

7 |Water/Bopa 1.6% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Ipoaykt cooteTcTByeT Tpebopanusam H]Jl | 3aximouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToBneHo: [IpoBepeno: Ramakant Ono6peno: Menemxep /
Ankit gA ) w PykoBoautens :Amit Kumar
" oM s

= - [
Print Date: Print Date: Print Date:
Jara: 17.08.2022 JaTa:17.08.2022 Jara: 17.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LES1YSAPLYE4PLLUUAS0/
www.drreddys.com




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

Or. =eqdv's Lapcracories g
Formudiation Unit-a

Vill. Knol, Nalagarn koad, badcij,
Distt. Solan, H.P., 173 205, INDIA
Tel: +91 88166 56001-07

www.arredays.com

CEPTU®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6oykanu®, TabaeTky, NOKPbIThHIE MJeHOoYHOl 060104Ko#, 400mr + 325mr

Batch No / Cepusa Ne : V2201641

Batch Quantity / O0bem napTuu : W

Analytical Report No / AHanuTu4eckuii oTyeT Ne :
040001622174, 890001608383

Date of Analysis / JlaTa ananu3za: 17.08.2022

Date of Manufacture / JlaTta npoussoactsa : Jul-2022

Date of Expiry / Cpok rogsocru :Jun-2027

Analysis performed according ND / Anasmu3s nposeaen mo HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, n3m. Ne 2 o1 23.09.2019)

*8

Microbial limits /
Mukpobuonorudeckas
yncToTa

a) Total aerobic
microbial count /
O6uwee vncno
a3pobHbIX
MWUKPOOPTraHn3MoB

b) Total combined
yeasts and mould
count / Obuiee uucno
OPOXOKEBBIX U
fnecHeBbIX rpuboB

c¢) E. coli

Less than 10 CFU/g/
MeHee 10 KOE/r

Less than 5 CFU/g/
MeHee 5 KOE/r

Absent / OtcyTcTBYeT

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in 1g / OTcyTcTBUE B
1r

Remarks : The Product conforms to ND/
ITpumeuanue: [TpoayxT coorBercTBYyeT TpeboBanusam HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by /
IloarorosneHo:
Ankit /7,

1~

/ A

Checked by /
ITpoeepeHo: Ramakant

g

Approved by: Manager/Executive /
Onobpeno: Menemxep /
PykoBoautens :Amit Kumar

Print Date:
Hata: 17.08.2022

Print Date:
Jata:17.08.2022

=
F Vo
Print Date:

Jara: 17.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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Dr.Reddy’s ‘f’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laborataries itg
Formuilation Unit-6

Vill. Khol, Nalagarn Road, Baddj,
Distt. Solan, H.P,, 173 205, IND|A
Tel: +91 68166 56001-N7

WWw.drreddys.com

CEPTU®UKAT AHAJIM3A

Product : Ibuclin, fi

Im-coated tablets 400 mg + 325 mg

N6ykanH®, TabneTKH, NOKPBITHIE NJIeHOYHOH 060a0UKOi, 400Mr + 325Mr

Batch No / Cepust Ne : V2201641

Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / Ananntuuecknii oruer Ne :
040001622174, 890001608383

Date of Analysis / laTa ananausa: 17.08.2022

Date of Manufacture / Jlata npoussoacrsa : Jul-2022

Date of Expiry / Cpok rognoctu :Jun-2027

Analysis performed according ND / Ananus nposegen no HJI: I1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHOpPOAHOCTL 1.3 MokasaTenb npuemnemoctu (AV)
[031poBaHus JorkeH obITb He bonee 15,0.
Ibuprofen /
ubynpodeH Acceptance value (AV) should be
1.3 not more than 15.0 /
Paracetamol / MokasaTtenb npuemnemocTtu (AV)
napaveTamon nomkeH 6blTb He Gonee 15,0.
10 |Assay/ 396.1 mg 360 to 440 mg of CizHis02
KonundecTteeHHoe (Ibuprofen) per tablet /
onpepeneHne Ot 360,0 mr go 440,0 mr Cq3H102
(nbynpodeH) B Tabnetke
327.12 mg
2925 to 357.50 mg of CgHoNO;
(Paracetamol) per tablet /
O1 292,5 Mr po 357,5 mr CgHgNO:
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED

IIpumeuanue: [Ipoaykr coorBeTcTBYeT Tpebosanusam HJI | 3akmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

IloarorosneHo: IIpoBepeno: Ramakant OpnobpeHo: Menemxep /

Ankit W PykoBogutens : Amit Kumar
A ' po=—

Print Date: Print Date: Print Date:

Hara: 17.08.2022 Jara:17.08.2022 Hara: 17.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AF 1984 PLLUU4SU/
www.drreddys.com




@e Cr. neddv's Lanoraories iig
Dr. Reddy’s Q... Fermulation iinit-6
s Vill. Khol, Nalagari Road, Baciai,
Distt. Solan, d.P., 172 205, INDIA
Tel:+81 58156 560G1-07

WWwW.Arreaayvs.ccin

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykanH®, Ta01eTKH, NOKPBITHIE NJIeHOYHOI 000104K0i, 400Mr + 325Mr
Batch No / Cepust Ne : V2201641 Batch Quantity / Oosem naptuu : 776.0Kg

Analytical Report No / AnannTudeckuii oruer No : Date of Analysis / {ara ananu3a: 17.08.2022
040001622174, 890001608383
Date of Manufacture / /lata npoussoacrsa : Jul-2022 Date of Expiry / Cpok roguocrtu :Jun-2027

Analysis performed according ND / Auanu3 nposeaen mo HI: [1N011252/01-110717 (amend Ne 1 from

06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019) - J
11 | Package / Ynakoeka |10 tablets in PpVC/Al [10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information

patient information leaflet in |leaflet in a carton. / Mo 10 TabneTok
a carton. /Mo 10 Tabnetok |8 [IBX/Al 6rncrep. Mo 1, 2 unn 20

B MNBX/Al 6rnnuctep. Mo 1 BnnucTepoB B Nayky KAPTOHHYIO
Bnuctepy B nayky BMeECTe C UHCTPYKLUER Mo
KapTOHHyt BMeCTe C NPUMEHEHNIO.

WHCTpYKUMEN No

NPUMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cooteeTcTBMM ¢ HJ
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue [Mpu TemnepaType He Boiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net

FOAHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [Tpoaykr coorsercTyeT TpeGosanusam HJI | 3akaogenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: ITposepeno: Ramakant Onobpeno: Menemxkep /
Ankit 8 PykoBogutens : Amit Kumar

i B
p i =

Print Date: Print Date: Print Date:
Hara: 17.08.2022 Hata:17.08.2022 Hara: 17.08.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
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